Remarks 

Claims 1, 3-5, 8-11, 15-25, 27, 28, and 37-40 are pending. Claims 37-40 are new. 
Claims 1, 3-5, 8-11, 15-25, 27, and 28 stand rejected. 

Amendments 

Claims: 

Claim 1 has amended to recite a method of "treating or ameliorating a respiratory 
infection." Claims 3 and 4 have been amended to recite a method of "treating or 
ameliorating wheezing." Claim 5 has been amended to recite a method of "treating or 
ameliorating asthma or an allergy." Originally filed claims 1, 3, 4, and 5, which also 
contained these recitations, support these amendments. 

Claims 3, 4, and 5 have been amended to recite administration of an 

antibody or fragment thereof that immunospecifically binds IL- 
9, wherein the antibody or fragment thereof comprises: (a) a 
VH CDR1 comprising the amino acid sequence of SEQ ID 
NO:26, a VH CDR2 comprising the amino acid sequence of 
SEQ ID NO: 64, a VH CDR3 comprising the amino acid 
sequence of SEQ ID NO: 3, a VL CDR1 comprising the amino 
acid sequence of SEQ ID NO:65, a VL CDR2 comprising the 
amino acid sequence of SEQ ID NO:66, and a VL CDR3 
comprising the amino acid sequence of SEQ ID NO:20; or (b) 
a VH domain comprising the amino acid sequence of SEQ ID 
NO: 27 and a VL domain comprising the amino acid sequence 
ofSEQIDNO:28. 

The specification supports these amendments at paragraphs 186 and 187, and at Table 1 on 
pages 62 and 63. 

Claims 8, 16, 18, and 23 have been amended to delete dependency from now-canceled 
claims and/or to properly refer to amendments to other claims from which they depend. 

Claims 37-40 have been added. New claim 37 recites that the IL-9 antagonist 
administered in claim 1 is the antibody or fragment thereof recited in amended claims 3, 4, 
and 5, discussed above. The specification supports claim 37 at paragraphs 186 and 187, and 
at Table 1 on pages 62 and 63. 

New claim 38 recites that administration of the antibody or fragment thereof in claim 
37 is parenteral, oral, or intranasal. The specification supports claim 38 at paragraph 421. 

New claim 39 recites that the subject to which the antibody or fragment thereof in 
claim 37 is administered is a pre-term infant, an infant, a child or an elderly person. New 
claim 40 recites that the subject to which the antibody or fragment thereof in claim 37 is 
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administered has bronchopulmonary dysplasia, congenital heart disease, cystic fibrosis or 
acquired or congenital immunodeficiency. The specification supports claims 39 and 40 at 
paragraph 72. 

These amendments have been made to expedite prosecution and are not to be 
construed as acquiescence to any rejection of record. 

Drawings: 

Drawing sheet 5, which provides Fig. 9A and 9B, has been amended to correct a 
nucleotide sequence error in Fig. 9B (nucleotide sequence of the 7F3com-2H2 antibody light 
chain variable domain). Specifically, the amendment replaces an adenine at nucleotide 
position 202 with a cytosine. Applicant's deposit of E. coli harboring a vector encoding 
antibody 7F3com-2H2 with the ATCC on April 9, 2004 supports this amendment. The 
deposit of a nucleotide sequence, e.g., the nucleotide sequence of antibody 7F3com-2H2 with 
the ATCC, provides sufficient written description of the nucleotide sequence. Enzo Biochem 
Inc. v Gen-Probe Inc., 323 F.3d 956 (Fed. Cir. 2002). 

For the Office's convenience, Applicant also submits a declaration filed under 35 
U.S.C. § 132 during prosecution of co-pending patent application serial number 10/823,253. 
The declaration verifies that ATCC deposit number PTA-5913, the same deposit referenced 
in the instant application, contains a vector encoding antibody 7F3com-2H2 and that the 
nucleotide sequence of the deposited vector has a cytosine in the variable light chain domain 
nucleotide sequence at position 202. 

Specification: 

The specification has been amended at paragraph 550 to insert the ATCC deposit 
number for the E. coli harboring vector pMI347 encoding antibody 7F3com-2H2. A copy of 
the deposit receipt accompanies this paper for the Office's reference and convenience. 

The specification has been amended at the brief description of the figures (paragraphs 
139, 140, 142, 144, 146, and 147) and at Table 1 to correctly assign new SEQ ID NOs to 
particular disclosed amino acid sequences. In the originally-filed application, the particular 
disclosed amino acid sequences were assigned the same SEQ ID NO as that of at least one 
other disclosed amino acid sequence, although the particular amino acid sequence and the at 
least one other disclosed amino acid sequence differed by one amino acid residue. 1 Thus, the 

1 See, for example, the originally filed application at Table 1, which assigned SEQ ID NO:2 to both antibody 
4D4com-XF-9 VH CDR2 and antibody 71A10 VH CDR2, although the amino acid sequence of antibody 
4D4com-XF-9 VH CDR2 and antibody 71 A10 VH CDR2 differ by one amino acid residue. 
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amendment merely assigns a unique sequence identifier to each unique amino acid sequence 
disclosed in the specification. 

Applicants have amended the sequence listing to add SEQ ID NOs:64-68. These 
sequences were each disclosed in the originally-filed application at Table 1, but were not 
included in the originally-filed sequence listing. The sequence listing has further been 
amended to correct the nucleotide sequence of the variable light chain domain of antibody 
7Fcom3-2H2 at nucleotide position 202. As discussed in the amendment to the drawing 
sheet 5 (figure 9B), ATCC deposit number PTA-5913 supports this amendment. The 
amendments to the sequence listing, like those to the rest of the application, introduce no new 
matter. 

Applicant respectfully requests entry of these amendments. 

The Rejection of Claims 1, 3-10. 15. 18-21. 23. 24, 27, 29-30. and 36 Under 35 U.S.C. $ 1 12 
Claims 1, 3-10, 15, 18-21, 23, 24, 27, 29-30, and 36 have been rejected under 35 

U.S.C. § 1 12, first paragraph as not adequately enabled. 

Applicant believes that the amendment to the independent claims of the rejected 

claim set, claims 1, 3, 4, and 5, obviates the rejection. 

Applicant respectfully requests withdrawal of this rejection. 

The Rejection of Claims 2 and 12-13 Under 35 U.S.C. § 1 12 

Claims 2 and 12-13 have been rejected under 35 U.S.C. § 1 12, first paragraph as not 
adequately enabled. To expedite examination, claims 2 and 12-13 have been canceled. The 
rejection is moot. 

Applicant respectfully requests withdrawal of this rejection. 

The Rejection of Claims 1. 6. 7. 23. and 36 Under 35 U.S.C. S 102(b) 

Claims 1, 6, 7, 23, and 36 stand rejected under 35 U.S.C. § 102(b) as anticipated by 
Levitt et al. (U.S. Patent No. 6,261,559). Claims 6, 7, and 36 have been canceled. The 
rejection of these claims is moot. 

Claim 1 is the only independent claim of the rejected claim set. Amended claim 1 is 
directed to a method of treating or ameliorating a respiratory infection or a symptom thereof. 
The method comprises administering to a human subject an effective amount of an IL-9 
antagonist. 
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"A claim is anticipated only if each and every element as set forth in the claim is 
found, either expressly or inherently described, in a single prior art reference." Verdegaal 
Bros. v. Union Oil Co. of California, 814 F.2d 628, 631 (Fed. Cir. 1987). 

The Office Action cites Levitt et al. as teaching that "IL-9 plays a role in a 
pathogenesis of atopic allergy, including bronchial hyperresponsiveness, asthma, and related 
disorders (column 8) ... [and] ... a method of alleviating asthma by administering an IL-9 
antagonist to a patient (claims 1-5)." Office Action at page 9, lines 5-8. The Office Action 
does not cite Levitt et al. as teaching that an IL-9 antagonist can be administered to treat or 
ameliorate a respiratory infection as recited in rejected claim 1 } Applicant also could not 
identify a teaching in Levitt et al. to administer an IL-9 antagonist to treat or ameliorate a 
respiratory infection. Because, Levitt et al. does not teach treating or ameliorating a 
respiratory infection by administering an antagonist of IL-9 as recited in claim 1, Levitt et al. 
does not teach each and every element as set forth in independent claim 1 and dependent 
claim 23. Therefore, Levitt et al. does not anticipate these claims. 

Applicant respectfully requests withdrawal of this rejection. 

The Office Action may have intended to reject independent claim 5 as anticipated by 
Levitt et al; claim 5 is directed to a method of treating or ameliorating asthma or allergy, or 
one or more symptoms thereof. If so, Levitt et al. does not teach expressly or inherently 
teach each and every element as set forth in amended claim 5. 

The method recited in independent claim 5 comprises administering an antibody or 

fragment thereof that immunospecifically binds IL-9, wherein the antibody or fragment 

thereof comprises 

(a) a VH CDR1 comprising the amino acid sequence of SEQ 
ID NO:26, a VH CDR2 comprising the amino acid sequence of 
SEQ ID NO:64, a VH CDR3 comprising the amino acid 
sequence of SEQ ID NO:3, a VL CDR1 comprising the amino 
acid sequence of SEQ ID NO: 65, a VL CDR2 comprising the 
amino acid sequence of SEQ ID NO:66, and a VL CDR3 
comprising the amino acid sequence of SEQ ID NO:20; or (b) 
a VH domain comprising the amino acid sequence of SEQ ID 
NO:27 and a VL domain comprising the amino acid sequence 
ofSEQIDNO:28. 

The method recited in independent claim 5 further comprises administering an effective 
amount of at least one other asthma or allergy therapy. 

2 If the Office maintains this rejection, Applicant respectfully requests that the next Office Action specifically 
cites a teaching in Levitt et al. to treat or ameliorate a respiratory infection by administering an antagonist of IL- 
9. 
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Levitt et al. does not anticipate claim 5 because Levitt et al. does not teach the 
antibodies, or fragments thereof, that immunospecifically bind IL-9 as recited in (a) and (b) 
of claim 5. Levitt et al. also does not anticipate claim 5 because Levitt et al. does not teach 
administering at least one other asthma or allergy therapy. 

The Rejection of Claims 3-5. 8. 15, 18-21, 27. and 32-35 Under 35 U.S.C. § 103 

Claims 3-5, 8, 15, 18-21, 27, and 32-35 have been rejected under 35 U.S.C. § 103 as 

being unpatentable over Levitt et al. in view of Skoner {Pediatrics 109 (2002):381-392). 

Claims 32-35 have been canceled. The rejection of these claims is moot. 

Claims 3-5 are the independent claims of the rejected claim set. Claim 3 is directed 

to a method of treating or ameliorating wheezing in a human pre-term infant, a human infant 

or child. Claim 4 is directed to a method of treating or ameliorating wheezing in a human 

subject. Claim 5, as indicated above, is directed to a method of treating ameliorating asthma 

or an allergy, or one or more symptoms thereof. Each of the claimed methods recites a step 

of administering 

an effective amount of an antibody or fragment thereof that 
immunospecifically binds IL-9, wherein the antibody or 
fragment thereof comprises: (a) a VH CDR1 comprising the 
amino acid sequence of SEQ ID NO:26, a VH CDR2 
comprising the amino acid sequence of SEQ ID NO: 64, a VH 
CDR3 comprising the amino acid sequence of SEQ ID NO:3, a 
VL CDR1 comprising the amino acid sequence of SEQ ID 
NO:65, a VL CDR2 comprising the amino acid sequence of 
SEQ ID NO:66, and a VL CDR3 comprising the amino acid 
sequence of SEQ ID NO:20; or (b) a VH domain comprising 
the amino acid sequence of SEQ ID NO:27 and a VL domain 
comprising the amino acid sequence of SEQ ID NO:28. 

Claim 4 further recites administering an effective amount of at least one other therapy that is 

not administration of an IL-9 antagonist. Claim 5, discussed above, further recites 

administering an effective amount of at least one other asthma or allergy therapy. 

To establish prima facie obviousness of a claimed invention, all the claim limitations 
must be taught or suggested by the prior art. In re Royka, 490 F.2d 981 (CCPA 1974). 

As discussed above, the Office Action cites Levitt et al. as teaching that "IL-9 plays a 
role in a pathogenesis of atopic allergy, including bronchial hyperresponsiveness, asthma, 
and related disorders (column 8) . . . [and] ... a method of alleviating asthma by administering 
an IL-9 antagonist to a patient (claims 1-5)." Office Action at page 9, lines 5-8. The Office 



15 



Action cites Skoner as teaching administering, e.g., leukotriene receptor antagonists, to treat 
asthma and related symptoms. Office Action at the paragraph bridging pages 10 and 1 1 . 

The cited references, Levitt et al. and Skoner, neither teach nor suggest an antibody 
or fragment thereof that immunospecifically binds IL-9 and which comprises the recited 
characteristics of (a) and (b) in amended claims 3-5. Because the combination of Levitt et al. 
and Skoner does not teach or suggest these antibodies or fragments thereof, the combination 
of Levitt et al. and Skoner does not teach or suggest all the elements recited in claims 3-5 and 
dependent claims 8, 15, 18-21, and 27. Therefore, the rejection should be withdrawn. 

Applicant respectfully requests withdrawal of this rejection. 

The Rejection of Claims 9. 10. 29. and 30 Under 35 U.S.C. $ 103(a) 

Claims 9, 10, 29, and 30 have been rejected under 35 U.S.C. § 103(a) as being 
unpatentable over Levitt et al. in view of Elliott (Phil. R. Soc. Lond. 356 (2001):1885-1893). 
Claims 29 and 30 have been canceled. The rejection of these claims is moot. Applicant 
respectfully traverses the rejection as it is applied to claims 9 and 10. 

Claims 9 and 10 depend from claim 1. Claim 1 is directed to a method of treating or 
ameliorating a respiratory infection, or a symptom thereof in a human subject. An effective 
amount of an IL-9 antagonist is administered to the human subject. Claim 9 recites that the 
respiratory infection is a viral infection. 3 Claim 10 recites that the viral infection is an 
influenza virus infection. 4 

Section 103(a) of the United States Code, in pertinent part, states: 

(a) A patent may not be obtained though the invention is not 
identically disclosed or described as set forth in section 102 of 
this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as 
a whole would have been obvious at the time the invention was 
made to a person having ordinary skill in the art to which said 
subject matter pertains 

The factual inquiries of Graham v. John Deere Co. provide the structural framework with 
which to evaluate the teachings of the invention and the prior art as a whole, and thus 
patentability under 35 U.S.C. § 103(a): 



3 Claim 9 also recites that the respiratory infection may be a bacterial infection or a fungal infection. Only viral 
infection, species elected in response to a Restriction Requirement, is presently subject to examination. 

4 Claim 10 also recites that the viral infection may be a parainfluenza virus infection or a metapneumovirus 
infection. Only influenza virus infection, species elected in response to a Restriction Requirement, is presently 
being examined. 
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Under § 103, the scope and content of the prior art are to be 
determined; differences between the prior art and the claims 
at issue are to be ascertained; and the level of ordinary skill 
in the pertinent art resolved. Against this background, the 
obviousness or nonobviousness of the subject matter is 
determined. 

Graham v. John Deere, 383 U.S. 1, 17 (1966). An analysis of the 35 U.S.C. § 103(a) 
rejection using the Graham factual inquiries follows. 

Scope and content of the prior art 

The first factual inquiry under Graham is to determine the scope and content of the 
prior art. Id. The Office Action asserts the combination of Levitt et al. and Elliott in the 
obviousness rejection. The Office Action cites Levitt et al. as teaching that "IL-9 plays a role 
in a pathogenesis of atopic allergy, including bronchial hyperresponsiveness, asthma, and 
related disorders (column 8) ... [and] ... a method of alleviating asthma by administering an 
IL-9 antagonist to a patient (claims 1-5)." 5 Office Action at page 9, lines 5-8. The Office 
Action cites Elliott as teaching that "influenza is [a] highly contagious respiratory tract 
infection that is caused by influenza type A and B viruses. They teach treating respiratory 
infection caused by influenza virus by administering a neuraminidase inhibitor known as 
Zanamivir." Office Action at page 12, lines 3-6. 

Differences between the prior art and the claims at issue 

The second factual inquiry under Graham is to ascertain the differences between the 
prior art and the claims at issue. 383 U.S. at 17. The differences between the cited art and 
the claims are straightforward. 

o Claims at issue: Independent claim 1, from which rejected claims 9 and 10 depend, is 

directed to a method of treating or ameliorating a respiratory infection or a symptom 

thereof. An BL-9 antagonist is administered, 
o Cited art: Levitt et al. differs from the rejected claims because Levitt et al. does not 

teach treating a respiratory infection, although Levitt et al. does teach administering 

an IL-9 antagonist. Elliott differs from the rejected claims because Elliott does not 

teach administering an IL-9 inhibitor, although Elliott teaches treating a respiratory 

infection (influenza). 



5 As discussed above, Levitt et al. does not appear to teach or suggest a method of treating or ameliorating a 
respiratory infection as recited in independent claim 1, or rejected dependent claims 9 and 10. If the Office 
maintains this rejection, Applicant respectfully requests that the next Office Action specifically cites a teaching 
in Levitt et al. to treat or ameliorate a respiratory infection by administering an antagonist of IL-9. 
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Level of skill in the art 

The third factual inquiry under Graham is to resolve the level of skill in the pertinent 
art. 383 U.S. at 17. A person of ordinary skill would have been aware of any pertinent prior 
art in the field of Applicant's invention. Nonetheless, the person of ordinary skill, having 
read Levitt et al. and Elliott, would not have discerned any reason or motivation to combine 
the teachings of Levitt et al. and Elliott in such a way as to arrive at the methods recited in 
rejected claims 9 and 10. 

Determination of nonobviousness against the background of the Graham factors 

The person of ordinary skill in the art would not have modified the teachings of Levitt 
et al. with the teachings of Elliott because the person of ordinary skill would conclude that 
the teachings of Levitt et al. and Elliott are insufficiently related to be combined. 

o Levitt et al. and Elliott teach treating unrelated disorders: Levitt et al. teach treating 
asthma and allergy (the Office Action cites Levitt et al. as teaching pathogenesis of 
atopic allergy, including bronchial hyperresponsiveness, asthma, and related 
disorders), while Elliott teaches treating influenza, 
o Levitt et al. and Elliott teach the use of therapeutic molecules that interact with 
disparate targets to treat their respective disorders. Levitt et al. teaches targeting IL- 
9, a cytokine encoded in and expressed by cells of a subject. Elliott teaches targeting 
influenza virus particles, which are foreign to and infect cells of a subject. 
One of skill in the art would simply not have combined Levitt et al. and Elliott to arrive at the 
method of claim 1, or dependent claims 9 and 10, because their teachings are distinct. 
Furthermore, no teaching in either Levitt et al. or Elliott suggests any reason for the 
desirability of combining their distinct teachings, e.g., why one of skill in the art would have 
any reason to alter the teachings of Levitt et al. to use an antagonist of IL-9 to treat a 
respiratory infection in place of asthma or allergy, etc., or any reason to alter the teachings 
of Elliott to treat a respiratory infection with an antagonist to IL-9 in place of an inhibitor 
specific for influenza. When the rejection is analyzed against the background of the Graham 
factors it is apparent that the rejection should be withdrawn. 
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